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SUMMARY

In 1999, the U.S. Environmental Protection Agency (EPA) asked ICCVAM to evaluate
the validation status of the Revised UDP as a substitute for the conventional acute oral
toxicity test (e.g., OECD Test Guideline [TG] 401).  ICCVAM and NICEATM organized
an independent scientific peer review evaluation of the Revised UDP by an international
panel of expert scientists.  On July 25, 2000, the Panel met in a public meeting to
evaluate the extent to which the Revised UDP met ICCVAM validation and acceptance
criteria and to develop conclusions regarding the usefulness and limitations of the
Revised UDP.  The Panel agreed that the UDP Primary and Limit Tests would perform
as good as or better than the conventional LD50 test, and would also reduce and refine
animal use. Based on the Panel’s conclusions and recommendations, the EPA UDP
Technical Task Force modified the UDP test guideline and added a computational
procedure to calculate the LD50 confidence intervals (CI).  The EPA also developed a
software program to accompany the Revised UDP.  A second meeting of the UDP Panel
was convened via teleconference on August 21, 2001.  The Panel endorsed the
modifications to the Revised UDP, the CI calculation procedure, and the software
program.  Based on these conclusions, ICCVAM forwarded recommendations to
Federal agencies supporting the use of the Revised UDP as a substitute test for the
conventional LD50 test. Supported by NIEHS Contract N01-ES-85424.
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